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ouEsm Refer to MN 97-30

Donald L HilIestad

e President
Hillestad International, Inc.
178 Hwy. 51 North
Woodrulf, Wkconsin 54568

Dear Mr. Hillestad

This letter is written in reference to the marketing of the products Z-23 Prostate

Formula, Opti-Cran Freeze-dried Cranberry with Aloe, Ckri-C Wafers, Ghwng
Plus “C” Chewing Gum and Dialyvite Multi-vitamins for Chronic Renal Failure by
your firm.

Product labeling, namely immediate container Iabcls, product brochures, the
newsletter “Quali~ Iiving,” and the catalog “Quality Family products,” suggests
that the products Z-23 Prostate FonnuI~ Opti-Cm Frcue-dried Cranbay with . ,
Aloe and Dial@te Multi-vitamins for Chronic Renal Fdurc arc useful for treating -
or preventing various disease conditions. Product labeling for the products Ckri-C I
Wafers and Ginseng Plus “C” Chewing Gum suggest that these products arc useful
as smoking dctemnt.s. Details Of these StXCITiCIltS m &ha diSCUSSCd bdOW.

The claims made for these five products cause each to be drugs [Section 201(g) of
the Federal Food, Drug and Cosmetic Act (the Act)].
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1. Z-23 &tate F~ul~
The product brochure claims that this product may be useful in the
trcatrncnt or prevention of prostate cancer and benign prostatic
hypcrtrophy. The front page of the November 1995 edition of the
ncwslcttcr “Quali~ Living” claims that this product maybe useful in
treating or preventing “Prostate problems.”

2. ~r -Ic ~
. .

The immediate container label for this product claims that this product is
useful in the treatment or prevention of chronic renal failure.

3. QDti-Cran Frcczc-d~ With AloG
. .

The product brochure claims that this product is useful in the treatment or.

prevention of bladder and urinary trad- infections and that components of
&c product act as infection fight&s and have anti-infkmna to~ and anti-
bacterial properties.

4.
.

CWIXIQW
The immediate contai.ncr labels for these two products bear the statcrncnts
“Replace smoking urges with a CM-C chewable wafer” and “Replace
smoking urges with Gmscng Plus ‘C’ Chewing Gum,” respectively. Further,
the “Quality Family Products” catalog, in the section concerning CItri-C
Wafers, states that this product may be used “as an aid in quitting
smoking. ”

Under Title 21 of the Code of Fc~
. Part 31OS44 (copy

enclosed), smoking-deterxnt drug products may not be marketed except
under an approved new drug application (NDA).

We are unaware of any evidence that the aforementioned five drug products are
generally recognized = safe and effective for their intended uses. Therefore, these
drugs arc new drugs (Section 201 (p)] which may not be marketed in this country
since no Ncw Drug Applications (Section 505) have been approved for these
drugs. These drugs are misbranded in that their labeling is false and misleading
because it suggests that the drugs are generally regarded as safe and effective for
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their intended uses when, in fact, this is not the case. The drugs arc further
misbranded bccausc their labeling fails to bear adquatc directions for usc (Section
502).

This letter dots not rcprcscnt a comprehensive review of all the products
distributc(i by your fi~, nor does it reprcs~t a complcti review of all product
labeling including imrncdiatc container labels, product brochures, product catalogs
and newsletters. As the president of your fkn, it is your rcsponsibfity to ensure
that all products distributed by your firm meet the rcquircmcnts of the Act and
th= regulations promulgated thcrcundcr.

We request that you noti& this office in writing within 15 working days of rccapt
of this letter stating the action you will take to discontinue the marketing of these

●
drugs or othenvisc bring them into compliance. Failure to promptly correct these
violations may result in cnforccrncnt action being initiated without further notice.
The Act provides for seizure of illegal products (Section 303) and for injunction
(Section 302) against the manufacturer and/or distributor of ilkgal products.

Your reply should be directed to Compliartcc Officer Howard E. Manrcsa at the
address indicated on the Ictterhcad. Mr. Manrcsa maybe rcachcd at (612) 334-
4100 ext. 156.

sincerely yours,

e+~”
Minneapolis District

?

A
HEM/ccl

Enclosure: 21 CFR 310.544


